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MlNSSTRir OF HEAUH AND E 4 M 1 LY 

(DqMitDieiitcfA^^tureda, Uiiani,Siddlui and Bamonpidby(^^v^ * 

NOIVKAnm 
New Delhi, the 10th Augu^ 2004 

&0.907(E)^T^ of certain rules further to amehd the Drues 

Ri^es, 1945, which the Central Government, after ccmsultation 
with the Ayurveda, Siddha and Unani Drugs Technical Advisorv Board 
^ses to make, in exereise of the powersTnfened cCTw oS 

^«n » sub-section (1). clauses (d) and (Q of sub- 

^hon (2) of ^hon 6 of the Drugs and Cosmetics Act, 1940 (23 of 1940) is 
hereby pubhshed as required by the said sections for the information of all 
per^ms likely to be effected thereby and notice is hereby eiven that the «aiH 
orait iru^j will be taken into consideration after the ^qriiy of a period of thre^ 
months from th? date on which copies of the Official Gazette in which tins 
notification is published, are made available to the putdic; 

Objections or su^sfions, if any, may be addressed to the Scoet^ 
Department of Ayurveda, Yog^ and Naturopathy, Unani, ^dha a4l 
^mo^athy (AYUSH), Ministiy of Healtii and Famify Welfare, Indian Red 

Cross Society Building, New Delhi - 1 10001 . 

Any Direction or suggestion, which may be received from any peison 9^ 
respect to the said draft rules within the period apeeffied above wiU fee ihken ' 

mto considerarion by the Central Government 


DRAFTjeULBS 

Rules Amchdm^ 

^ • P} Tl^^ shall come into force on the date of final ftmtOica^ in ti>c 
Official Gazett^ notification; 

2. In ffi^Dmgs and Cosmetics Ehdes, 1945, - 

After Rule 168i new Rule 169, under Bart XPC die fbOowms shall be ii»^ted 
namely:- ‘ 
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•169 Pharmaceutical aids i.e. preservatives, additives, antioxidants, colouring 
agrate and flavoring agents etc. specffiod below are permitted in Ayurveda or 
Siddha or Unani medicines: 


Name 


Referenee 
Standard/ Qrade 

_IjllL 


121 

natural 


1. Starch 

2 > Microciystalline cellulose 

3. Gum acacia 

4. Guar gum 

5. Carbo9^methyl cellulose 

6. Talc 

7. Bees wax 

8. Kokam Butter 

9. Cellulose and its derivatives 

10 Sucrose 

11 Glucose 

12 Dextrose 


IP 

IP 

IP 

usSzP 

IP 

IP 

IP 

IP 

IP/Food Grade 
IP 
IP 


Chemical 

1. Benzoic acid and its salts 

2. Sodium, Potassium metabisulphite 

3. Ascorbic acid 

4. AUgd/Prcqy^ gallate 

5. Bulyiated hydros toluene (BHT) 

6. Sorbitol ■, 

7. Dicalcium phosphate 

8. Lactose 

9. Sodium alginate 

10. Mcgn^^^un stearate 

1 1. Liquid parafGn (white mineral oil) 

12. Soft paraf&i (Vaseline) 

13. Propionic and hi^ucQng its esters or salts ’ ‘ 

14. Calcium carbonate 

15. • Citric and malic acid ^ 

16. Bentonite 

17. Beczalkonium chloride 

18. Phei^l EJthyl Alcohol 

19. Phen^ mercuric nitrate * - 

20. Butylatcd Hydros Ani^le(BHA) 

21. Tricalcium Phosphate 

22. Hard parafBn 

23. Mocrofme wiuc 

24. Tartaric acid and their Sodium/Potassium salts 


ISI/IP 

ISI/IP 

ISI Food Grade/IP 
ISI Food Grade/IP 
. ISI Food Grade 
IP 
IP 
IP 
IP 
IP 
IP 
IP 

USP 

IP 

IP 

IP 

USP 

IP 

IP 

■ IP^ ' - 

IP 

IP 

IP . 

IP 



Hatnnd cokraring agents 


1. ^‘Carotene ISI 

2. p-apo ^8 carotenal IS! 

3. Me(li 3 d ester <tfb*apo -8 caiotemc add IS! 

4. Ethylcvester of B-apo -8 carotenic add 

5. Canfhaxandime /ISI 

6. C^dorophjdl I§I' 

7. Riboflavine and its salts I 3 I 

8 . Caramel U^P / isi 

9. Aimatto (Seed) I$I 

10. CXircuxmn ISI 

11. SOictei dioxide (Arosil) IP 

12. Activated VTOod charcoal 

13. Shdlac (Laksha) IP 

diemlcal colouring agents 

14. Hydrogenated castor oil IP 

15. Polyvin^^yrrolidone (PVP) and its salts 

16. Isopropyl alcohd (for casting) 


Note: 

Thft oolotiring agent including syndetic, 

except Gurcumin shall be of Indian Standard, as per 
Bureau of Indian Standards 


natural flavouring agents 

1. Lemon oil 

2. Lavender dl 

3. Orange oil 

4. Orange syrup 

5. ^ P epp e r mint 

6. Mdithol 

7. Raapbercy syrup 

8. Raspberry jtdce . 

9. Rosemary oil 

10. Rose oil 

11. Rosewater 

12. Soibitol 

13. Spearmint 

14. Speaimint oil 

15 . Thymol 

16. Vanilla 

17. Vanillin 


BP 

IS! 

BP/ISI 

hr house Spedfication 
USP 

IP Grade, IP 

In house spedfication 

In house spedfication 
USP 
USP 
USP 
ISI/IP 

In house spedfication 
BP 
IP 

la house spedfication 
IP 



18. Wild Cheny srymp 

19. Khus oil 

20 . Sandi^ wood oil 

21. Kew:^ oU 

22 . Glydtfaiza extract 

23. Glyc^rrhiza syrup 

24. Ajwain oil. 

25. Carawsy oil 

26. Dill oil 

27. CardaxQcnn oil 

28. Clove oil 

29. Cinnanion oil 

30. Glycerine 

31. Cheny flavour/Cherry mint 

32. Menitol G. 

33. Mentha oil 

34. Dementholated oil 

35. Aniseed oil 

36. Propylene glycol 


m house specification 
ISI 
ISI 

In house specification 
In house i^dfication 
In house specification 
In house ^specification 
BP 
IP 
BP 

IP/BP 

IP/BP 

IP, 

In house specification 


Food grade 
IP.* 


Note: 


1. Preservative and coloiuhi^ agents shall be mentioned on the label, for the 
information of the user. 

2. Other mateii^ used in various processes and dosage forms shaU be 
mentioned cle^ly with quantity in the flow sheets and record of which should 
be maintained in the manufacturing units. 

3’ Manu&cturers shall be responsible to ensure the rational and quantity of 
the various pharmaceutic^ aids used in the formulations. 


Foot Note 


[No. K.-11020/2/2001-DCC(AYUSH)] 


Th? pnndp^ Rules were published in the Official Gaz^e vide notification No 
21-12-1945 andthelastamendedv/rfe No. GSR 185(E)dated 9-3-2004. 


TARADATT.Jt Secy. 
F-28-10/45-H(l) dated 
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